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DETAILED ACTION 

The Amendment filed December 18, 2006 in response to the Office Action of June 22, 
2006 is acknowledged and has been entered. Claims 2, 6, 14, 17 and 23-65 have been canceled. 
Claims 1, 3-5, 7-13, 15, 16, 18, 19, and 22 have been amended. Claims 66-85 have been added. 
Claims 1, 3, 5, 7, 9, 1 1, 13, 15, 16, 18, 19-22, and 66-85 are under examination in the present 
Office action. 

Restriction/Election 

Claims 4, 8, 10, and 12 are withdrawn because the claims are directed to an invention that 
is independent or distinct from the invention originally claimed for the following reasons: 
The elected and examined invention is: 

I. Claims 1-19, and 22 drawn to an isolated nucleic acid, expression vector, and a 
fused gene encoding a humanized immunoglobulin light chain, classified in class 
536, subclass 23.53. The examined sequences are: an amino acid sequence of a 
variable light chain region of SEQ ID NO: 9, and its encoding nucleic acid of 
SEQ ID NO: 95, and a variable heavy chain region of SEQ ID NO: 10 and its 
encoding nucleic acid of SEQ ID NO: 96. 

The newly submitted claims are drawn to: 

II. Claims 39, 41, and 65, drawn a humanized immunoglobulin light chain, classified 
in class 530, subclass 387.1. 

The species are: SEQ ID NO: 12, SEQ ID NO: 13, SEQ ID NO: 14, SEQ ID NO: 
15, SEQ ID NO: 98, or SEQ ID NO: 107. 
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IIII. Claims 40, and 42, drawn to a humanized immunoglobulin heavy chain, classified 
in class 530, subclass 387.1. 

The species are: SEQ ID NO: 17, SEQ ID NO: 18 SEQ ID NO: 19, SEQ ID NO: 

20, or SEQ ID NO: 97. 
Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for prosecution 
on the merits. The invention of the above group I has been examined in the action on the merits 
of June 22, 2006. Because claims 4, 8, 10, and 12 have been amended to recite the non-elected 
invention, such as sequences encoding a humanized light chain and a humanized heavy chain, 
the claims are withdrawn from consideration as being directed to a non-elected invention. See 
37 CFR 1.142(b) and MPEP § 821.03. 

Regarding claims 3, 7, 9, 11, the claims have been amended to cancel the originally 
elected invention, such as amino acid sequences SEQ ID NO: 9 and 10 comprising the fragment 
of a light and heavy chain variable regions of the antibody, to recite new sequences, for the light 
chain variable region SEQ ID NO: 12, 13, 14, 15, and 107, and for the heavy variable region 
SEQ ID NO: 17, 18, 19, and 20. The specification (see page 31 and 32) defines SEQ ID NO: 12, 
13, 14, 15, and 107 as sequences representing constant light chain regions of human origin, and 
SEQ ID NO: 17, 18, 19, or 20 representing constant heavy chain regions of human origin. The 
claims are currently rejected under 35 U.S.C. 112, first paragraph for new matter (see below), 
because the specification does not describe SEQ ID NO: 12, 13, 14, 15, or 107 and SEQ ID NO: 
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17, 18, 19, or 20 as representing variable regions as claimed in claims 3, 7, 9, 11. If Applicant 
amends claims 3, 7, 9, 1 1 to cancel the recitation of "variable regions" a restriction requirement 
will be issued to elect one sequence for prosecution on the merits. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Rejection of claims 9, 1 1, and 22 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention is withdrawn in view of Applicants amendment to the claims. 

Rejection of claims 2, 6, 13, and 22 are rejected under 35 U.S.C. 1 12, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention is withdrawn in view of Applicants arguments. 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Rejection of claims 2 and 6 under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the enablement requirement is moot because Applicant canceled the claims. 

Rejection of claims 2 and 14 under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement is moot because Applicant canceled the claims. 

Rejection of claims 10 and 12 under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement is moot because the claims are withdrawn. 
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Rejection of claims 1 1 and 13 under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement is withdrawn in view of Applicants arguments. 

Rejection of claim 14 under 35 U.S.C. 1 12, first paragraph, is moot because Applicant 
canceled the claim. 

Rejection of claims 13 and 15 under 35 U.S.C. 1 12, first paragraph, is withdrawn in 
view of Applicant's amendment. 

Rejection of claims 15, 18, and 19 under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for a host cell, wherein the cell is isolated, purified or 
cultured, does not reasonably provide enablement for a host cell comprised within a living 
organism such as a transgenic animal or human is withdrawn in view of Applicant's 
amendment. 

New Rejections necessitated by Applicant's amendment. 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1, 3, 5, 7, 9, 11, 13, 15, 16, 18, 19-22, and 66-85 are rejected under 35 
U.S.C. 112, second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. 

Claims 3, 7, 9 5 1 1 have been amended to cancel amino acid sequences SEQ ID NO: 9 and 
10 comprising the fragments of a light and heavy chain variable regions of the antibody, to 
recite new sequences: for the light chain variable region SEQ ID NO: 12, 13, 14, 15, or 107; and 
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for the heavy variable region SEQ ID NO: 17, 18, 19, or 20. The specification (see page 3 1 and 
32) defines SEQ ID NO: 12, 13, 14, 15, or 107 as sequences representing constant light chain 
regions of human origin, and SEQ ID NO: 17, 18, 19, or 20 representing constant heavy chain 
regions of human origin. The specification does not describe SEQ ID NO: 12, 13, 14, 15, 107 or 
SEQ ID NO: 17, 18, 19, and 20 as representing variable regions of an antibody as claimed in 
claims 3, 7, 9, 1 1 . It is unclear how the newly recited sequences are variable regions. 
Clarification and correction is required. 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making and using 
it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, or with which 
it is most nearly connected, to make and use the same and shall set forth the best mode contemplated by the inventor of 
carrying out his invention. 

Claims 1, 3, 5, 7, 9, 11, 13, 15, 16, 18, 19-22, and 66-85 are rejected under 35 
U.S.C. 112, first paragraph, as failing to comply with the written description requirement. The 
claim(s) contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. This is a new matter rejection. 

Claims 3, 7, 9, 1 1, the claims have been amended to cancel the amino acid sequences 
SEQ ID NO: 9 and 10 comprising the fragment of a light and heavy chain variable regions of 
the antibody, to recite new sequences: for the light chain variable region SEQ ID NO: 12, 13, 14, 
15, or 107, and for the heavy variable region SEQ ID NO: 17, 18, 19, or 20. The specification 
(see page 31 and 32) defines SEQ ID NO: 12, 13, 14, 15, or 107 as sequences representing 
constant light chain regions of human origin, and SEQ ID NO: 17, 18, 19, or 20 representing 
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constant heavy chain regions of human origin. The claims are rejected because the specification 
does not describe SEQ ID NO: 12, 13, 14, 15, 107 or SEQ ID NO: 17, 18, 19, and 20 as 
representing variable regions as claimed in claims 3, 7, 9, 1 1 . Thus the variable regions 
comprising SEQ ID NO: 12, 13, 14, 15, or 107 and SEQ ID NO: 17, 18, 19, or 20 are considered 
to be new matter. 

Conclusion 

No claims are allowed. 

Applicant's amendment necessitated the new ground of rejections presented in this Office 
action. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) wil} be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Agnieszka Boesen whose telephone number is 571-272-8035. 
The examiner can normally be reached on 9:00 AM to 5:30 PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on 571-272-0974. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




Agnieszka Boesen, Ph.D. 




STACY B. CHEN 
PRIMARY EXAMINER 



